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amount paid by the Surety to the Med-
icaid agency, provided the Surety has
no other liability under the bond.

[63 FR 310, Jan. 5, 1998, as amended at 63 FR
10731, Mar. 4, 1998; 63 FR 29654, June 1, 1998;
63 FR 41170, July 31, 1998]

§ 441.17 Laboratory services.
(a) The plan must provide for pay-

ment of laboratory services as defined
in § 440.30 of this subchapter if provided
by—

(1) An independent laboratory that
meets the requirements for participa-
tion in the Medicare program found in
§ 405.1316 of this chapter;

(2) A hospital-based laboratory that
meets the requirements for participa-
tion in the Medicare program found in
§ 482.27 of this chapter;

(3) A rural health clinic, as defined in
§ 491.9 of this chapter; or

(4) A skilled nursing facility—based
clinical laboratory, as defined in
§ 405.1128(a) of this chapter.

(b) Except as provided under para-
graph (c), if a laboratory or other enti-
ty is requesting payment under Med-
icaid for testing for the presence of the
human immunodeficiency virus (HIV)
antibody or for the isolation and iden-
tification of the HIV causative agent as
described in § 405.1316(f) (2) and (3) of
this chapter, the laboratory records
must contain the name and other iden-
tification of the person from whom the
specimen was taken.

(c) An agency may choose to approve
the use of alternative identifiers, in
place of the requirement for patient’s
name, in paragraph (b) of this section
for HIV antibody or causative agent
testing of Medicaid recipients.

[54 FR 48647, Dec. 2, 1988. Redesignated at 63
FR 310, Jan. 5, 1998.]

§ 441.20 Family planning services.
For recipients eligible under the plan

for family planning services, the plan
must provide that each recipient is free
from coercion or mental pressure and
free to choose the method of family
planning to be used.

§ 441.21 Nurse-midwife services.
If a State plan, under § 440.210 or

440.220 of this subchapter, provides for
nurse-midwife services, as defined in

§ 440.165, the plan must provide that the
nurse-midwife may enter into an inde-
pendent provider agreement, without
regard to whether the nurse-midwife is
under the supervision of, or associated
with, a physician or other health care
provider.

[47 FR 21051, May 17, 1982]

§ 441.22 Nurse practitioner services.
With respect to nurse practitioner

services that meet the definition of
§ 440.166(a) and the requirements of ei-
ther § 440.166(b) or § 440.166(c), the State
plan must meet the following require-
ments:

(a) Provide that nurse practitioner
services are furnished to the categori-
cally needy.

(b) Specify whether those services are
furnished to the medically needy.

(c) Provide that services furnished by
a nurse practitioner, regardless of
whether the nurse practitioner is under
the supervision of, or associated with,
a physician or other health care pro-
vider, may—

(1) Be reimbursed by the State Med-
icaid agency through an independent
provider agreement between the State
and the nurse practitioner; or

(2) Be paid through the employing
provider.

[60 FR 19862, Apr. 21, 1995]

§ 441.25 Prohibition on FFP for certain
prescribed drugs.

(a) FFP is not available in expendi-
tures for the purchase or administra-
tion of any drug product that meets all
of the following conditions:

(1) The drug product was approved by
the Food and Drug Administration
(FDA) before October 10, 1962.

(2) The drug product is available only
through prescription.

(3) The drug product is the subject of
a notice of opportunity for hearing
issued under section 505(e) of the Fed-
eral Food, Drug, and Cosmetic Act and
published in the FEDERAL REGISTER on
a proposed order of FDA to withdraw
its approval for the drug product be-
cause it has determined that the prod-
uct is less than effective for all its la-
beled indications.

(4) The drug product is presently not
subject to a determination by FDA,
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made under its efficacy review program
(see 21 CFR 310.6 for an explanation of
this program), that there is a compel-
ling justification of the drug product’s
medical need.

(b) FFP is not available in expendi-
tures for the purchase or administra-
tion of any drug product that is iden-
tical, related, or similar, as defined in
21 CFR 310.6, to a drug product that
meets the conditions of paragraph (a)
of this section.

[46 FR 48554, Oct. 1, 1981]

§ 441.30 Optometric services.
The plan must provide for payment

of optometric services as physician
services, whether furnished by an op-
tometrist or a physician, if—

(a) The plan does not provide for pay-
ment for services provided by an op-
tometrist, except for eligibility deter-
minations under §§ 435.531 and 436.531 of
this subchapter, but did provide for
those services at an earlier period; and

(b) The plan specifically provides
that physicians’ services include serv-
ices an optometrist is legally author-
ized to perform.

§ 441.35 Organ transplants.
(a) FFP is available in expenditures

for services furnished in connection
with organ transplant procedures only
if the State plan includes written
standards for the coverage of those pro-
cedures, and those standards provide
that—

(1) Similarly situated individuals are
treated alike; and

(2) Any restriction on the practi-
tioners or facilities that may provide
organ transplant procedures is con-
sistent with the accessibility of high
quality care to individuals eligible for
the procedures under the plan.

(b) Nothing in paragraph (a) permits
a State to provide, under its plan, serv-
ices that are not reasonable in amount,
duration, and scope to achieve their
purpose.

[56 FR 8851, Mar. 1, 1991]

§ 441.40 End-stage renal disease.
FFP in expenditures for services de-

scribed in subpart A of part 440 is avail-
able for facility treatment of end-stage
renal disease only if the facility has

been approved by the Secretary to fur-
nish those services under Medicare.
This requirement for approval of the
facility does not apply under emer-
gency conditions permitted under
Medicare (see § 482.2 of this chapter).

[43 FR 45229, Sept. 29, 1978, as amended at 51
FR 22041, June 17, 1986]

Subpart B—Early and Periodic
Screening, Diagnosis, and
Treatment (EPSDT) of Individ-
uals Under Age 21

SOURCE: 49 FR 43666, Oct. 31, 1984, unless
otherwise noted.

§ 441.50 Basis and purpose.

This subpart implements sections
1902(a)(43) and 1905(a)(4)(B) of the So-
cial Security Act, by prescribing State
plan requirements for providing early
and periodic screening and diagnosis of
eligible Medicaid recipients under age
21 to ascertain physical and mental de-
fects, and providing treatment to cor-
rect or ameliorate defects and chronic
conditions found.

§ 441.55 State plan requirements.

A State plan must provide that the
Medicaid agency meets the require-
ments of §§ 441.56–441.62, with respect to
EPSDT services, as defined in § 440.40(b)
of this subchapter.

§ 441.56 Required activities.

(a) Informing. The agency must—
(1) Provide for a combination of writ-

ten and oral methods designed to in-
form effectively all EPSDT eligible in-
dividuals (or their families) about the
EPSDT program.

(2) Using clear and nontechnical lan-
guage, provide information about the
following—

(i) The benefits of preventive health
care;

(ii) The services available under the
EPSDT program and where and how to
obtain those services;

(iii) That the services provided under
the EPSDT program are without cost
to eligible individuals under 18 years of
age, and if the agency chooses, to those
18 or older, up to age 21, except for any
enrollment fee, premium, or similar
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